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Trade Name; Trabevafar Meral ™ Acetabular Revisam
Svatem Cemnented Constraimed Linee

Commaon Name: Constravned Acelabudar Liney
Classification Names 21T CFR 858330 Hip oy mwtal * polvmer
and References: constraingd comented or dncemented prisshesis,

Prowbuct cocder B7 KW F

Predicate Pevice: Trifogy™ Lowevine® Constrained Limer,
K711, clenred Ny 13, 2007 and Trodecidur
Mt Reviston Shell Liners, KO51516, clearad
Julby 27, 2605,

Device Descriptien: Tl Trastwenbior Metad Aceabuiar Revision
' aysteny Cemented Constrained Liner is g

polyathylene'metal seatabular bner, which,
when used with a Tewbeowlo MWeed Acetabular
Revizon Shell (KO50937, cleared May 11,
200X, forms the avetabulae component of 3 1o
hap prosthesis. The device consists of o
Levagervies Baghlv comsslinked polvethvlene tiner
ond o Trverin Titaniuees alloy cotseram e
ning.

The liner allows for mechanical capture of the
metal fernoral head sad greater
Hexion/estension range of eution than boodsd
comstrained liner designs,
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Intended $ise:

Comparison to Predicate Deviee:

Performance Dara (Nenclinieal
and/or Clinical):

Subject acelabular loners are weaitalle in maes
diameters of 28, 32 god Yhem.

Thwe Frabevniar Merol Acetahalar Resisior Suwswem
T ARS) Cernmaed Constranes Liner 5 Intended
1o be comented into a TAMARS shelk, the shell s
mtended for comentless fixation into the
scetabolus, The Drabecsdar Moral Avetabuls
Fevision Systern Cemenied Cosstrnned Linet s
mdreatedd for use as o coenpenens of & wlal bap
arsvathiesis 0 prmary o revision patients at fugh
sisk of Bip disdocation due oo histary of prior
dishocation, Bone loss, sodl tssne laxy,
nenrompseiiyr disense, or intmacpeative
mstability nd for whom al other options w
constrained acetabular compenetus have been
consdered.

Twio predicutes form the desizn of the
Fraherdar Metad Acetabular Bevision System
Clemngnted Constrained Liner, The froa

st Fermoral head coplure region exactly matches
thee Trifogy Lomgevity Conmstrained Liner and the
backside hay been modified wik vement
ierdigitation grovwes to allow for cemem
Axation nto o Teadeeador MWevd! Acembubar
Rewision Shell, exactly matching rhe backsade of
the Fratecwdar Metad Revision Shetl Liners.

Seem-Clintoal Performsance ard Cone Besions:
Mechsmical Testing of the modified device
relicates that 11 is substandially equivalent o the
predivate,

e Performance anmd Concdusions:

Chimeal data and conclusions wees nof neaded
fioe this device.
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m JAN -7 2008 Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Zimmer, Inc.

c/o Ms. Patricia Jenks

Specialist, Corporate Regulatory Affairs
P.O. Box 708

Warsaw, IN 46581-0708

Re:  K072121
Trade/Device Name: Trabecular Metal™ Acetabular Revision System
Cemented Constrained Liner
Regulation Number: 21 CFR 888.3310
Regulation Name: Hip joint metal/polymer constrained
cemented or uncemented prosthesis
Regulatory Class: Class II
Product Code: KWZ
Dated: December 20, 2007
Received: December 26, 2007

Dear Ms. Jenks:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS}) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050,



Page 2 — Ms. Patricia Jenks

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
{Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems

at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance

at its toll-free number (800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.htm}.

Sincerely yours,

Mk NNl

Mark N. Melkerson

Director

Division of General, Restorative
-and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use

SHI() Number (f known): 0] Gl

Trevice Name:
Trarbacular Metad ™ Acotabalar Revision Systenn Cemended Constraioe] Liner
Indications for Lse:

The Frabecwlor Metal Acetabular Revision Svstem (TMARS) Cersented Consirained Liner s
intended o be comented o a TMARS shatly the shell is intemded for comentiess Sxation
inta the acetabulum. The Frobwowdar Mete Acetabalar Revision Systerm Commentid
Consfratried Liner 3 indicated for use as i component of 3 (otal hip prosthests in prisary of
vwasion patients at high visk of hip dislocation due w & Insiory of prior dislozation. bons foss,
soft tissue baxety, neurcouseular disease, or introperative instabitity anid for who al] other
options to constraued peatabular components have been considered,

Preseription Use _X ANDYOR OversThe-{ounter Use
(Part 21 CFR ROT Subpart [V (21 CFR 867 Subpart ()

(P luase o et write below iz Hise - Contimes s anther page B peadsl)

Concurrence of CDRH, Office of Device Evalpation {QDE)

W/% M MENER

(Division Sign-Offy
Division of General, Restorative,
and Neurological Devices

510(k) Number Ko72/2] 12




